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DETAILED ACTION 

Claims 1-10 are pending. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
teachings of Li et al (US Pubno.US2002/0022637 A1). 

Li et al teach tetrahydroisoquinoline analogs useful as growth hormone 
secretagogues, which are useful in stimulating endogenous production or release of 
growth hormone (Abstract). Their growth hormone secretagogues stimulate release of 
endogenous growth hormone and thus have similar effects or uses as growth hormone 
itself, these effects are varied and multitudinous disorders (Page 24, paragraph 01 16, 
lines 1 -6). Their teachings include use of their growth hormone secretagogues alone or 
in combination with other growth hormone secretagogues or other suitable therapeutic 
agents useful in the treatment of various diseases including anti-diabetic agents (Page 
26, paragraph 0121 lines 1-3) dipeptidyl peptidase IV (DP4) inhibitor (Page 26, 
paragraph 0122, line 14). Thus the combination of growth hormone secretagogue and 
DP4 is expected to result in the increased efficacy for the treatment of diabetes which is 
one of the growth hormone related disorders. Therefore it is obvious that the 
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combination of growth hormone secretagogue and DP4 will result in increased growth 
hormone levels compared to secretagogue alone. 

Their growth hormone secretagogues can be administered to various 
commercially important animals such as swine, cattle, sheep and the like (Page 24, 
paragraph 0109, lines 3-5) and to other mammalian species, such as monkeys, dogs, 
cats, rats, humans etc., in need of treatment (Page 25, paragraph 0118, lines 1-4). They 
also teach use of these growth hormone secretagogues for the maintenance of muscle 
strength and function in elderly humans (Page 24, paragraph 01 13, lines 7 and 8). As 
the combination of growth hormone secretagogue and DP4 will result in increased 
growth hormone levels in the body of the mammal, will also increase growth hormone 
levels in plasma. Thus resulting an elevation in the plasma concentration of growth 
hormone. 

Their teachings include use of suitable anti-diabetic agents for use in 
combination with tetrahydroisoquinoline growth hormone secretagogues including 
dipeptidyl peptidase IV (DP4) inhibitors (Page 26, paragraph 0122, line 14). Their 
teachings include growth hormone deficiency related diseases: growth retardation 
(Page 25, paragraph 01 16, lines 20) metabolic syndrome or metabolic disorder (Page 
25, paragraph 01 17, line 2) injury, trauma, burn a would in need of healing or a patient 
recovering from surgery (Page 25, paragraph 01 16, lines 14,15, 37, 53, 54). Li et al 
teach a pharmaceutical composition comprising their active ingredient which is growth 
hormone secretagogue in association with pharmaceutical carrier comprising a growth 
promoting agent like DP4 (Page 24, paragraph 0110 lines 1-5). Thus Li etal teach a 
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combination of growth hormone secretogogue and DP4 for the treatment of growth 
hormone related disorders including diabetes. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SRIRAM KASTURI whose telephone number is 
(571)270-5263. The examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sriram Kasturi/ 
Examiner 

/Gollamudi S Kishore, Ph.D/ 
Primary Examiner, Art Unit 1612 
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